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Inventive step (IS) 



Industrial applicability (IA) CIaims 1-15 
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Inventive step 
Claims 1-6 and 8-15 

Document 1 describes a pulse elution preparation in which (1) a core having a medicine is 
covered with a first layer containing a methacrylic acid copolymer which is an enteric polymer, and 
(2) the said enteric coating layer is further covered with a second layer containing ethyl cellulose 
which is a water-insoluble polymer and the said methacrylic acid copolymer. Furthermore, in the 
said preparation, releasing of the medicine is started after a predetermined time has passed (examples 
1,2, and 4). 

hi addition, document 1 also describes that the said pulse elution preparation contains an 
intermediate coating layer between the said core and the said first layer (examples 1 and 2), and 
further contains an intermediate coating layer between the said first layer and second layer (example 
4). 

In the comparison between the subject matter of claim 1 of the present application and the 
invention described in document 1 , a core in the former includes a disintegrating agent, though the 
latter do not specify it unlike the former, other points are matched. 

Here, a preparation that generally requires pulse-type elution characteristics is expected to 
immediately release a medicine after moisture content is penetrated inside the preparation, after a 
predetermined time has passed. It is considered to have been widely known to a person skilled in the 
ait that using a disintegrating agent is effective for promoting the discharge of an active ingredient, 
in the field of oral preparations before the priority date of the present application. So, a person skilled 
in the art could have easily conceived of mixing a disintegrating agent into a core, in the pulse 
elution preparation described in document 1. 

Furthermore, document 1 describes that omeprazole can be selected as a medicine (claim 6). 
As described in documents 2-4, when a benzimidazole-based compound, such as omeprazole, which 
is unstable to acids is mixed, adding alkaline substances as a stabilizing agent of the said compound 
is not requited any special inventive idea. 

In addition, a person skilled in the art could have, as required, arrived at selecting each 
component or a production method among those well-known, or applying a general dosage form 
such as a complex discharge type which uses a fast-acting component and a continuous component 
together: 

Furthermore, it is not considered that the subject matters of claims 1-6 and 8-15 of the 
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Claims 1-5 and 7- 15 

Document 5 describes that a core containing a medicine is covered with an outer layer 
containing crystalline cellulose which is a water-insoluble polymer and a hydroxypropylcellulose 
which is a water-soluble polymer, thereby to obtain a medicine time-controlling type solid 
preparation having a pulse type release characteristic. 

Therefore, in expectation of similar performance of the coating layer having the water- 
insoluble polymer and the enteric polymer described in document 1, a person skilled in the art could 
have easily conceived of applying the outer layer described in document 5, replacing of the second 
layer of the pulse elution preparation described in document 1. 

The above examination applies to other points. 

Furthermore, since there is no example using the water-soluble polymer in the specification 
of the present application, it is not considered that the subject matters of claims 1-5 and 7-15 of the 
present application exhibit an especially prominent effect that a person skilled in the art could have 
not predicted from documents 1-5 and the well-known techniques, by changing the outer layer. 
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; following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully supported by 
description, are made: 

Claims 2 and 3 

Claims 2 and 3 c scribe "an inavti coaling J H kind 

layers contained in the said coating layer h unclear iron: the description of "inactive". 
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